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copy of the letter dated August 29, |1986 under .which the 
Duromedics cardiac valve prosthesis received permission for 
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amount of $750.00 to cover the fee established by the 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Inventor: Jerome J. Klawitter, ) 

Patent No.: 4,328,592 ) 

Issue Date: May 11, 1982 ) 

For: HEART VALVE PROSTHESIS ) 

Assignee: Heraex , Inc., Austin, TX ) 

APPLICATION FOR EXTENSION OF THE TERM OF A PATENT 

Hon. Commissioner of Patents 

and Trademarks 
Washington D.C. 20231 

Dear Sir: 

Pursuant to 35 U.S.C. §156, extension of the term of 
the above- identified U.S. Patent is respectfully requested. 
Pursuant to the guidelines published by the Commissioner, the 
following information is being submitted: 

(1) A complete identification of the approved product 
is set forth in the attached brochure describing and illustra- 
ting the product, attached as Exhibit A-l and in the 4 drawings 
from the PMA submission attached as Exhibits A-2, A-3, A-4 and 
A-5. 

(2) The regulatory review occurred under Title 21, 
U.S. Code, the Federal Food, Drug and Cosmetic Act, as amended 
1976, §§515 and 520(g), with classification of this device 
being found in 21 C.F.R. 870.3925, with rules governing the 
approval in 21 C.F.R. 812 and 814. 

(3) The product received permission for its first 
permitted commercial marketing on August 29, 1986, under the 
provisions of Federal Food, Drug and Cosmetic Act as 



administered by the Center for Devices and Radiological Health 
(CDRH) of the Food and Drug Administration (FDA) under which 
the applicable regulatory review period occurred. 

(4) This application is being submitted within the 
sixty day period permitted for submission, the date of the last 
day on which the application could be submitted being October 
28, 1986. 

(5) U.S. Patent No. 4,328,592 is the patent for which 
an extension is being sought, which issued to Hemex, Inc. 
(Hemex) on an application filed in the name of Jerome J. 
Klawitter. 

(6) Enclosed as Exhibit B is a copy of the patent for 
which an extension is being sought. 

(7) No disclaimer or reexamination certificate issued 
in the patent. A certificate of correction was issued on August 
24, 1982, and a copy is enclosed as Exhibit C. 

(8) The patent claims the approved product, and 
attached as Exhibit D is a group of sheets utilizing drawings 
from Exhibit A and the patent showing that each of Claims 1-4, 
6, 11, 13, 14 and 16-18 reads on the approved product. 

(9) The relevant dates and information necessary in 
order to enable the Secretary of Health and Human Services to 
determine the applicable regulatory review period pursuant to 
35 U.S.C. 156(g) are set forth as follows, reference being made 
to 35 U.S.C. 156(g)(3)(B): 

i. Beginning of IDE submitted June 30, 1983 
Investigation commenced April 19, 1984 
PMA submitted February 4, 1985 

ii. PMA submitted February 4, 1985 
PMA approved August 29, 1986. 
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(10) A brief description of the activities undertaken 

by the applicant during the applicable regulatory review period 

with respect to the approved product and the significant dates 

applicable to such activities are set forth as follows: 

June 30, 1983 Original IDE Application submitted by 
Hemex. 

July 28, 1983 First Round of FDA Questions. 

Oct. 26, 1983 Response by Hemex to First Round of 
Questions. 

Dec. 14, 1983 Second Round of FDA Questions. 

Feb. 3, 1984 Response by Hemex to Second Round of 
Questions. 

Apr. 11, 1984 Third Round of FDA Questions. 

Mar. 30, 1984 Response by Hemex to Third Round of 
Questions . 

Apr. 19, 1984 IDE Approval. 

Feb. 4, 1985 Original PMA Application submitted by 
Hemex. 

Apr. 2, 1985 First Round of FDA Questions. 

May 30, 1985 Response by Hemex to First Round of 
Questions. 

Sept 23, 1985 Second Round of FDA Questions. 

Oct. 7, 1985 Response by Hemex to Second Round of 
Questions . 

PLUS RESPONSES TO SUBSEQUENT ISSUES 
RAISED BY FDA, WITHOUT WRITTEN 
NOTIFICATION. 

Oct. 11, 1985 
Dec. 2, 1985 
Jan. 21, 1986 
Jan. 29, 1986 

Feb. 5, 1986 FDA files formal application having 
official filing date of January 29, 
1986. 

Feb. 7, 1986 FDA Panel recommends approval; however, 
quorum not present at Panel Meeting. 
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Apr. 1, 1986 FDA advises that Panel vote not final, 
and asks another round of questions. 

Apr. 8, 1986 Response by Hemex to latest round of 
questions . 

May 23, 1986 FDA sends approvable letter with 
another round of questions. 

June 19, 1986 Hemex responds to above questions and 
others raised without written notice. 

July 7, 1986 
July 11, 1986 

Aug. 29, 1986 FDA issues approval letter. 

(11) In the opinion of the applicant, the patent is 
eligible for the extension until August 29, 2000, the length of 
the period of extension justified by the regulatory review 
being reduced so the patent life does not exceed a fourteen 
year period from the date of approval, as specified in 

35 U.S.C.156 (c) (3) . 

(12) Applicant acknowledges a duty to disclose to the 
Commissioner of Patents and Trademarks and the Secretary of 
Health and Human Services any information which is material to 
any determinations to be made relative to this application for 
extension. 

The undersigned declares that he: 

(1) has reviewed and understands the contents of this 
application being submitted pursuant to this section; 

(2) believes Patent No. 4,328,592 is subject to 
extension because it claims a medical device subject to 
regulation under the Federal Food, Drug and Cosmetic Act; 

(3) believes an extension of the length claimed is 
fully justified under 35 U.S.C. 156; and 

(4) believes the patent for which the extension is 
being sought meets the conditions for extension of the term of 
a patent because: 
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(a) the patent claims a heart valve prosthesis 
which is a medical device subject to regulation under 
the Federal Food, Drug, and Cosmetic Act. 

(b) the term of the patent has never been 
previously extended; 

(c) this application for extension is being 
appropriately submitted pursuant to the Guidelines set 
forth in the Commissioner ' s t Notice of September 25, 
1984; 

(d) the product has been subjected to a 
regulatory review period as defined in 35 U.S.C. 
156 (g) and by the Secretary of Health and Human 
Services before its commercial marketing or use; 

(e) the product has received permission for 
commercial marketing or use and the application is 
being submitted within the sixty day period beginning 
on the date the product first received permission for 
commercial marketing under the provision of law under 
which the applicable regulatory review period occurred; 

(f) the term of the patent has not expired 
before the submission of this application; and 

(g) no other patent has been extended for the 
same regulatory review period for the product. 



I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information and 
belief are believed to be true; and further that these statements 
were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, 
under Section 1001 of Title 18 of the United States Code and that 
such willful false statements may jeopardize the validity of the 
patent concerned. 

I hereby appoint the following attorneys, with full power of 
substitution and revocation, to prosecute this application and to 
transact all business in the United States Patent and Trademark 
Office connected therewith and request that all correspondence and 
telephone calls in respect to this application be directed to 
FITCH, EVEN, TABIN & FLANNERY , Suite 900, 135 South LaSalle 
Street, Chicago, Illinois 60603, Telephone No. (312) 372-7842: 



Attorney Reg . No . 

Morgan L. Fitch, Jr. 17,023 

Francis A. Even 16,880 

Julius Tabin 16,754 

John F. Flannery 19,759 

Robert K. Schumacher 17,456 

Robert B. Jones 20,135 

James J. Schumann 20,856 

R. Steven Pinkstaff 20,448 



Attorney Reg . No . 

J. Bruce McCubbrey 20,687 

James J. Hamill 19,958 

James J. Myrick 25,901 

Phillip H. Watt 25,939 

Donald L. Bartels 28,282 

Timothy E. Levstik 30,192 

Virginia H. Meyer 30,089 



Full name of Officer of 
Hemex, Inc. : 

Office : 

Officer's signature: 
Date: 




Address for Correspondence: FITCH, EVEN, TABIN & FLANNERY 

135 South LaSalle Street-Suite 900 
Chicago, Illinois 60603-4277 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 



Public Health Service 



AUG 2 9 1986 



Food and Drug Administration 
8757 Georgia Avenue 
Silver Spring MD 2091 0 



Mr. John Ely Re: P850006 

Vice President Duramedics® Cardiac 

Regulatory Affairs Valve Prosthesis 

Hemex Scientific, Inc. Filed: January 29, 1986 

1300 A East Anderson Lane Amended: April 8, June 19, 

Austin, Texas 78752 and July 7 and 11, 1986 

Dear Mr. Ely: 

The Center for Devices and Radiological Health (CDRH) of the Food and 
Drug Administration (FDA) has completed its review of your premarket 
approval application (PMA) for the Duroraedics® Cardiac Valve Prosthesis 
indicated for use as a replacement for diseased, damaged, or malfunctioning 
natural or prosthetic aortic or mitral heart valves. The approved valve is 
available in sizes 19, 21, 23, 25 and 27 mm aortic, and 27, 29, 31 and 33 
mm mitral. It is limited to the opening angle tolerance as specified in 
IDE Number G830083 (Supplement 3) dated July 11, 1984. The PMA is approved 
subject to the conditions described below and in the "Conditions of 
Approval" (enclosed). You may begin production and marketing of the device 
upon receipt of this letter. The shelf life of the Duromedics® Cardiac 
Valve Prosthesis is 18 months after sterilization and packaging. 

CDRH will publish a notice of its decision to approve your PMA in the 
FEDERAL REGISTER. The notice will state that summary of the safety and , 
effectiveness data upon which the approval is based is available to the 
public upon request. In addition, the notice will state that a copy of 
all approved labeling (which may be a draft of the final labeling) is 
available for public inspection at CDRH. Within 30 days of publication 
of the notice of approval in the FEDERAL REGISTER, any Interested person 
may obtain review of this decision by requesting an opportunity for 
administrative review, either through a hearing or review by an independent 
advisory committee, under section 515(g) of the Federal Food, Drug, and 
Cosmetic Act (act) . 

The sale, distribution, and use of this device are restricted to 
prescription use In accordance with 21 CFR 801.109 within the meaning 
of section 520(e) of the act under the authority of section 515(d), (1), 
(B),(ii) of the act. 

In addition to the requirements in the enclosure, the post-approval 
reports shall include the following information: 

1. A five year postapproval study to further demonstrate the 
long-term safety and effectiveness of the device. The 
study shall include the collection of follow-up data for a 
core group of 115 primary center patients at two institutions, 
II Chirugical University Klinik, Vienna, Austria, and St. 
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Thomas Hospital, London, England. The data shall Include 
complications, deaths, NY HA status, CBC , SLDH, anticoagulation 
status, and the results of any hemodynamic studies. Data 
from this study shall be submitted annually with the annual 
report . 

2. A list of all reported complications, current to within two 
months of the date of the annual report to FDA, shall be 
submitted with the annual report for all patients implanted 
with the Duroroedics® cardiac valve prosthesis. The list of 
complications and an analysis of the complications are needed 
to assure the continued safety and effectiveness of the device. 

3. Additional catherizat ion data to further demonstrate the 
hemodynamic effects of the Duromedics® valve. The report 
shall include data for a total of seven of the largest and 
seven of the smallest aortic, and seven of the largest and 
seven of the smallest mitral Duromedics® valves. It shall 

be submitted with the first annual report. The catherization 
data are needed to confirm the clinical performance of the 
device. In addition, the catherization data provide a 
baseline to which further catherization data can be compared 
in the event of complications. 

All stated requirements are subject to change upon the effective date 
of the Final Rule for Premarket Approval of Medical Devices published 
in the FEDERAL REGISTER on July 22, 1986 (51 FR 26342). Failure to 
comply with the conditions of approval invalidates this approval order. 
Commercial distribution of a device that is not in compliance with these 
conditions is a violation of the act. 

You shall submit all required documents in triplicate to the Food and 
Drug Administration, Center for Devices and Radiological Health, PMA 
Document Mail Center (HFZ-401), 8757 Georgia Avenue, Silver Spring, 
Maryland 20910. You shall refer to the above PMA number in all further 
correspondence to expedite processing. 

If you have any questions concerning this approval order, please contact 
Ms. Bette Lemperle at (301) 427-7559. 



Sincerely yours, 





Kshitij Mohan, Ph.D. 
Director 

Office of Device Evaluation 
Center for Devices and 



Radiological Health 



Enclosure 



CONDITIONS OF APPROVAL 
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Approved Labeling . As scon as possible, and before commercial distribution 
of your device, submit two copies of an amendment to this PMA submission 
with copies of all approved labeling in final printed form to the Food and 
Drug Administration (FDA) , Center for Devices and Radiological Health, PMA 
Document Mail Center (HFZ-401), 8757 Georgia Avenue, Silver Spring, 
Maryland 20910. 

Advertisement . No advertisement for this device shall recommend or imply 
that the device may be used for any use that is not mentioned in the 
approved labeling for the device. All written promotional material shall 
include a brief statement of the intended uses of the device and relevent 
warnings, precautions, side effects, and contraindictions . 

Prernarket Approval Application ( PMA) Supplement . Before making any change 
that could affect the safety or effectiveness of the device, submit a PMA 
supplement for review and approval by Center for Devices and Radiological. 
Health (CDRH). Such changes may include, but are not limited to: 

(1) new indications for use; 

(2) labeling changes; 

(3) changes in existing manufacturing facilities, methods or quality 
control procedures; 

(4) the use of a different facility or establishment to manufacture, 
process, or package the device; 

(5) changes in sterilization procedures; 

(6) changes in packaging; 

(7) changes in the performance or design specification, circuits, 
parts, components, accessories, ingredients, or physical layout 
of the device; and 

(8) extension of the expiration date of the device based on data 
obtained under' a new or revised testing protocol that has not 
been approved by CDRH. If the protocol has been approved, the 
change shall be submitted along with the supporting data in the. 
next periodic report required in the PMA approval order. An 
approved protocol is one included in FDA guidelines applicable to 
the device or in a PMA submission for tine device for which the 
approval order granted the expiration dating requested by you. 
Otherwise, you must submit and obtain CDRH approval of a PMA 
supplement for an expiration dating protocol. 

Changes described below that enhance the safety of the device or safety in 
the use of the device may be placed into effect before your receipt of a 
written FDA order approving the PMA supplement provided that: 

(1) the PMA supplement and its mailing cover are plainly marked 
"Special PMA- Supplement - Changes Being Effected"; 

(2) the PMA supplement provides a full explanation of the basis for 
the changes; 



(3) the applicant ha9 received acknowledgment of FDA receipt of 
the FMA supplanent; 

(4) the FMA supplanent specifically identifies the date that such 
changes are being effected; and 

(5) the changes are among the following: 

(a) labeling changes that add or strengthen a contraindication, 
warning, precaution, or adverse reaction or effect; 

(b) labeling changes that add or strengthen an instruction 
that is intended to enhance the safe use of the device; 

(c) labeling changes that delete misleading, false, or 
unsupported indications; or 

(d) changes in the manufacturing process or quality controls that 
add a new specification or test method, or otherwise provide 
additional assurance of purity, identity, strength or 
reliability of the device. 

You need submit only three (3) copies of a FMA supplement and include only 
information relevant to the proposed or effected changes in the device. 
The submission shall include a separate section that identifies all changes 
for which approval is being requested. You shall submit additional copies 
and additional information if requested by CDRH. 

FDA may, as experience permits, issue guidelines listing specific types of 
changes that do not require FDA approval before implementation. 

Post-Approval Reports . Continued approval of your device is contingent 
upon the submission of 2 copies of post- approval reports to the Food and 
Drug Administration, Center for Devices and Radiological Health, FMA 
Document Mail Center (HFZ-401), 8757 Georgia Avenue, Silver Spring, 
Maryland 20910 at intervals of 1 year from the date of this letter. The 
required contents of these reports will be described in the final order for 
the premarket approval procedural regulation which will be published in the 
FEDERAL REGISTER in the future. Until this regulation is published in 
final form, each periodic report shall consist of information that 
previously has not been submitted as part of a FMA supplement and which you 
have obtained since the last post-approval report or since receipt of this 
letter, whichever is later; 

(1) a bibliography and suimary of reports in the scientific literature 
involving the device and unpublished reports of in vitro, animal 
and clinical experience studies, investigations, - and tests 
conducted by, reported to, or reasonably available to you 
involving the device or a related device — if, after reviewing the 
bibliography and summary, CDRH concludes that it needs a copy of 
the published and unpublished reports, CDRH will notify you that 
copies of such reports shall be submitted; 

(2) written promotional material; and 

(3) a description of changes made in the device not previously 
submitted in a FMA supplement. 



Adverse Reaction and Device Defect Reporting . You shall submit 3 copies of 
a written report to the Food and Drug Acinini straiten, Center for Devices 
and Radiological Health (CDRH), 8757 Georgia Avenue, Silver Spring, 
Maryland 20910 within 10 days after you receive or have knowledge of 
information about: 

(1) a mix up of the device or its labeling with another article; 

(2) any significant chemical, physical, or other change or 
deterioration in the device, or any failure of one or more of the 
the devices to meet the specifications established in the 
application; 

(3) any adverse reaction, side effect, injury, toxicity, or 
sensitivity reaction that is attributable to the device; and 

(a) has not been addressed by the device's labeling or 

(b) has been addressed by the device's labeling, but is 
occurring with unexpected severity or frequency. 

Reporting under the Medical Device Reporting (MDR) Regulation . The Medical 
Device Reporting (MDR) Regulation became effective on Decenber 13, 1984, 
and requires that all manufacturers and importers of medical devices, 
including in vitro diagnostic devices, report to FDA whenever they receive 
or otherwise become aware of information that reasonably suggests that one 
of its marketed devices (1) may have caused or contributed to a death or 
serious injury or (2) has malfunctioned and that the device or any other 
device marketed by the manufacturer or importer would be likely to cause or 
contribute to a death or serious injury if the malfunction were to reoccur. 

The conditions of approval accompanying FMA approval orders may require 
that the same events subject to reporting under the MDR Regulation must 
also be included in periodic reports to the FMA. FDA has determined that 
such duplicative reporting is unnecessary. Whenever an event -involving a 
device is subject to reporting under both the MDR Regulation and the 
conditions of approval for this FMA, you shall submit the appropriate 
reports required by the MDR Regulation and identified with the FMA 
reference nutiber to the following office: 

Device Monitoring Branch (HFZ-343) 

Center for Devices and Radiological Health 

Food and Drug Administration 

8757 Georgia Avenue 

Silver Spring, Maryland 20910 

Telephone (301) 427-7500 

Copies of the MDR Regulation and a FDA publication entitled, "An Overview 
of the Medical Device Reporting Regulation", are available by written request 
to the above address or by telephoning (301) 427-8100. 

Note: All conditions of approval are subject to change upon publication of 
the~final order for the premarket approval procedural regulation. 
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[57] ABSTRACT 

Double-leaflet heart valves having improved flow 
through the orifice defined by an annular valve body 
include a pair of leaflets which may be arcuate or flat in 
cross section. Guides protrude oppositely from the leaf- 
lets and are received in complementary depressions in 
the interior wall surface of a pair of standards which 
extend downstream from the annular valve body at 
generally diametrically opposite locations. The depres- 
sions are preferably elongated so that, as the leaflets 
pivot between the open and closed positions, the guides 
move from one end of the elongated depressions to the 
other. Eccentric pivot axes provide for quick response 
of the leaflets, and the location of the depressions in the 
standards moves the leaflets out of the annular valve 
body, reducing resistance to the free flow of blood 
therethrough. 



18 Claims, 19 Drawing Figures 
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HEART VALVE PROSTHESIS 

This application is a continuation-in-part of my co- 
pending application Ser. No. 64.401, filed Aug. 7, 1979. 

BACKGROUND OF THE INVENTION 
This invention relates to heart valve prostheses for 
replacement of defective natural valves and more par- 
ticularly to heart valve prostheses using a pair of pivot- 
ing valve members, preferably ones which are arcuate 
in cross section. 

Various types of heart valve prostheses have been 
developed which operate hemodynamically as a result 
of the pumping action of the heart. Some of these valves 
which have been used employ a ball-and-cage arrange- 
ment, whereas others have used a disc-type arrange- 
ment for the valve member. Exemplary of a disc of the 
free floating type is U.S. Pat. No. 3,534,41 1, issued Oct. 
20, 1970. Various disc-type valves having a pivotal 
arrangement have been developed, such as that shown 
in U.S. Pat. No. 3,546,711 to Bokros, issued Dec. 15, 
1970, and that shown in U.S. Pat. No. 3,859,668, issued 
Jan. 14, 1975. 

Disc-type heart valves have also been developed 
which use two members or leaflets, instead of a single 
disc, which leaflets rotate about parallel axes as a part of 
the opening and closing of the valve. British Pat. No. 
1,160,008 shows an early version of such a valve, and 
U.S. Pat. No. 4,078.268, issued Mar. 14, 1978. shows a 
later version. 

SUMMARY OF THE INVENTION 
The invention provides improved versions of two- 
leaflet heart valve prostheses having excellent blood 
flow characteristics. Guides extend from opposite sides 
of each of the leaflets and are received in depressions 
formed in the interior wall surfaces of a pair of stan- 
dards which extend downstream from an annular valve 
body. The valve members are preferably curved in 
cross section, and each pivots about an eccentric axis.- 
The depressions are preferably elongated or enlarged so 
that the axis of pivot of each leaflet changes relative to 
the valve body, and this movement in the depressions 
prevents blood clotting from beginning in an otherwise 
stagnant region. The location of the pivot axes slightly 
downstream of the orifice defined by the annular valve 
body, essentially removes them from the region of 
greatest constriction and provides the valve with excel- 
lent flow characteristics. When the valve members are 
curved, a fairly large central passageway is created 
which further enhances blood flow therethrough. The 
heart valves open and close easily and reliably and 
exhibit excellent resistance to wear. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 is a perspective view of a heart valve embody- 
ing various features of the invention and having a pair 
of leaflets which are shown in the open position; 

FIG. 2 is a plan view, reduced in size, of the valve of 
FIG. 1 shown in the open position; 

FIG. 3 is an enlarged plan view showing the valve of 
FIG. 1 in the closed position; 

FIGS. 4 and 5 are enlarged sectional views taken 
along the line 4 — 4 cf FIG. 3, showing the valve in the < 
closed and open positions; 

FIG. 6 is a fragmentary plan view of trie valve as 
shown in FIG. 5; 
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FIG. 7 is a view of one of the leaflets of the valve of 
FIG. 1 looking at the convex surface thereof; 

FIG. 8 is a front view of the leaflet of FIG. 7; 

FIG. 9 is a side view of the leaflet of FIG. 7; 

FIG. 10 is a perspective view illustrating the curva- 
ture of the leaflet; 

FIG. 11 is a sectional view, similar to the view of 
FIG. 5, of an alternative embodiment with the left-hand 
leaflet in the closed position and with the right-hand 
leaflet shown dotted in the open position; 

FIG. 12 is a fragmentary, partial sectional view of the 
valve taken along line 12—12 of FIG. 11; 

FIG. 13 is a sectional view of another alternative 
embodiment, similar to the view of FIG. 11, showing 
the left-hand leaflet in the closed position and the right- 
hand leaflet in dotted lines in the open position; 

FIG. 14 is an enlarged fragmentary perspective view 
of the leaflet shown in FIG. 13; 

FIG. 15 is a sectional view of still another alternative 
embodiment, similar to the view of FIG. 11, with the 
left-hand leaflet being shown in the closed position and 
with the right-hand leaflet shown dotted in the open 
position; 

FIG. 16 is an enlarged fragmentary sectional view 
taken generally along line 16 — 16 of FIG. 15; 

FIG. 17 is a view, similar to FIG. 16, showing yet 
another alternative embodiment; 

FIG. 18 is a sectional view of a further alternative 
embodiment, generally similar to the view of FIG. 11, 
showing the left-hand leaflet in the closed position and 
the right-hand leaflet dotted in the open position; and 

FIG. 19 is a fragmentary sectional view taken gener- 
ally along the line 19—19 of FIG. 18. 

DETAILED DESCRIPTION OF THE 
PREFERRED EMBODIMENTS 

Illustrated in FIGS. 1 through 9 is a heart valve 11 
which has an annular valve body or housing 13 that 
carries a pair of pivoting leaflets or valve members 15 
which hemodynamically open and close to control the 
flow of blood through a central passageway 17 in the 
direction of the arrow 19 (FIG. 1). The leaflets 15 are 
supported about eccentric axes in generally diametri- 
cally opposed depressions 21 formed in the interior wall 
of the annular valve body 13 and in the walls of a pair 
of standards 23 which extend in a downstream direction 
from the main ring portion thereof. The valve 11 can 
operate in any orientation and is not significantly af- 
fected by gravity; however, for ease of explanation, the 
valve 11 is shown and described with the annular valve 
body 13 being disposed horizontally. 

The valve body 13 is formed with a peripheral 
groove 24 about its exterior surface that accommodates 
a suturing ring (not shown) which may be of any of the 
various types already well-known in the art. The sutur- 
ing ring facilitates the sewing or suturing of the heart 
valve 11 to the heart tissue. 

The passageway 17 through the valve body 13 is 
generally circular in cross section, and an internal wall 
25 of the valve body defining the passageway 17 prefer- 
ably tapers slightly in the upper region (see FIG. 4) and 
has a seat formed in the lower region as discussed here- 
inafter. The elongated depressions 21 are formed in flat 
or planar sections 27 of the internal wall 25 which con- 
tinue down into the standards 23, and in this respect the 
passageway 17 deviates slightly from being perfectly 
circular in cross section. 
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The valve body 13 and the leaflets 15 are made or 
suitable material that is biocompatible and nonthrombo- 
genic and that will take the wear to which it will be 
subjected during countless openings and closings of the 
leaflets. Preferably, the components may be made from 
isotropic polycrystalline graphite, such as that sold 
under the tradename POCO, which has been suitably 
coated with pyrolytic carbon, such as that marketed 
under the trademark PYROLITE, which gives excel- 
lent biocompatibility and wear-resistance. ! 

The leaflets 15 are arcuate in transverse cross section 
(see FIG. 8) and may have a nominally uniform thick- 
ness along the upstream and downstream edges. They 
have the general shape of a section which has been cut 
from a tube of elliptical cross section. A minor edge 29 ' 
(which is the upstream edge of the leaflet 15 with re- 
spect to normal blood flow through the valve) is planar, 
and a major edge 31 (which faces downstream in the 
open position) preferably has the general shape of a 
portion of a semi-circle, i.e. to match the line along : 
which it meets the inner surface of the generally cylin- 
drical passageway 17. As can be seen from FIGS. 4 and 
5, a horizontal seat 33 is formed in the interior wall 25, 
and the outline of the arcuate major edge 31 matches 
each nearly semi-circular portion of the seat 33. The : 
elliptical curvature of each leaflet 15 is chosen so that 
the intersection between it and the right circular cylin- 
drical interior wall surface 25 of the valve body 13 is 
substantially semicircular. The minor 29 and major 31 
edges of the leaflets 15 are preferably appropriately 
shaped so that; in the closed position of the valve 11, the 
upper or upstream surface of the major arcuate edge 31 
fits against the undersurface of the seat 33 and the minor 
planar edge surface 29 of one leaflet abuts against the 
similar planar edge surface of the other leaflet. The 
orientation of the seat 33 perpendicular to the centerline 
not only facilitates machining the seat, but also provides 
an excellent seal along the major part of the perimeter 
of the leaflets. The radius of curvature of the major 
edge 31 of the leaflet is such that there is line contact 
between it the seat 33 to reduce bloodcell crushing 
(hemolysis). 

The pivotal axis for each of the leaflets 15 is eccentric 
to the leaflet and also to the centerline through the 
valve passageway 17, and it is defined by the location of 
a pair of oppositely extending guides 35 which are sub- 
stantially spherical sectors. A spherical sector is that 
part of a sphere which is formed by a plane cutting the 
sphere, and the diameter of the sector is the diameter of 
the circle of intersection. The guides 35 are formed at 
opposite lateral locations on the arcuate leaflets 15 and 
are accommodated within elongated depressions or 
grooves 21 which have a radius of curvature, at the 
ends thereof, equal to or slightly larger than that of the 
spherical guides. The cross sections of the elongated 
depressions 21 have a similar radius of curvature that 
facilitates the pivotal and longitudinal movement of the 
guides. The leaflets 15 are each installed in the valve 
body 13 so its concave surface faces the centerline of 
the passageway 17 when in the open position (see FIG. 
2). 

The elongated depressions 21 are aligned somewhere 
between the vertical (i.e., parallel to the axis of the 
passageway 17) and at an angle A (FIG. 5* of not more 
than about 60* thereto extending outward in the down- 
stream direction of blood flow. In the illustrated valve, 
angle A is equal to about 15*. and it preferably is not 
greater than about 45*. The distance across the valve 
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passageway between the bottoms of the elongated con- 
cave surfaces of the depressions 21 is just slightly longer 
than the distance between the ends of the convex spher- 
ical surfaces of the guides 35, which provides sufficient 
clearance so the guides 35 can pivot and move freely 
therein. The material from which the valve body 13 and 
leaflets are made has sufficient resiliency to allow the 
leaflets 15 to be "snapped" or popped into operative 
position with the guides 35 received in the elongated 
depressions 21. 

Each depression 21 preferably has a total length 
which is at least about 12S percent of the diameter of the 
spherical sector of the guides so that the movement of 
the guides 35 within the depressions coupled with the 
flow of blood therepast washes the entire concave sur- 
face of the depressions so that a positive deferent to 
clotting is provided. Although a longer depression 
could be used, the illustrated depressions 21 have a 
length equal to about twice the diameter of the sector 
and are adequate in providing complete washing. To 
assure freedom of movement, the radii of curvature of 
the opposite ends of the depressions 21 are preferably 
slightly greater than the radius of curvature of the 
guides 35. 

The minor planar edges 29 abut and serve as a partial 
stop for the leaflets in the closed position; however, the 
primary stop is preferably provided where the arcuate 
downstream edges 31 of the leaflets abut the semi-circu- 
lar seats 33 formed in the interior valve wall 25. The 
upper curved edge surface of the major edge 31 is in 
contact with the seat 33 along a line for substantially its 
entire length; the lateral edges of the seats 33 are cut 
away (see FIG. 6) so as to provide clearance for the 
leaflets in the regions near the guides 15. 

Stops 39 are located in the regions between the de- 
pressions 21 to position the leaflets with their surfaces 
generally parallel to the axis of the central passageway 
17 where they exert the least resistance to blood flow; 
however, the axes may be tilted slightly, i.e., up to about 
25* for an aortic valve — with a tilt of 15* being shown in 
FIG. 5. Even if the leaflets, in the open position, are 
oriented precisely parallel to the axis of the passageway 
(i.e. at a 0* tilt), when blood flow through the heart 
chamber changes direction, the back pressure causes a 
backflow of the blood which exerts a dragging force on 
the curved leaflets 15 that is amplified by the composite 
moment arm (by which the major surface portion of the 
leaflet is offset from the pivotal axis of the leaflet) and 
quickly closes the valve 11. However, a 0" tilt requires 
maximum bolus of blood to move upstream to effect 
closure which undesirably increases regurgitation. 
Thus, the greater the tilt, the less the regurgitation, and 
the leaflets in a mitral valve may have a tilt as high as 
about 35*. 

Depending upon the proportioning and the location 
of the protruding seats 33 and stops 39, each leaflet 15 
may pivot between about 55* and about 75* in moving 
between its generally vertical orientation in the open 
position and the orientation in the closed position 
shown in FIG. 4. As eariler indicated, the curvature of 
the leaflets is preferably that of a part of an ellipse 
formed by a plane cutting a right circular cylinder at an 
angle B of about 10* to about 20*. see FIG. 10. The 
leaflet curvature as seen in FIG. 8 lies along the longer 
axis of the ellipse as indicated by the segment x — x of 
FIG. 10. This angle B is chosen is to match angle C in 
FIG. 4 which indicates the angle of reference between 
the surface of the leaflets 15 in the closed position and 
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the plane perpendicular to the centerline of the valve 
passageway 17. The angle C is chosen to produce the 
desired orientation, i.e., preferably about IS*, in the 
heart valve 11. The diameter of the cylinder illustrated 
in FJG. 10 was selected with the diameter of the valve 
passageway in mind. Thus when the elliptical cross-sec- 
lion cylinder which the leaflet is patterned is cut by a 
rlane at a specific angle C, it will produce a circle hav- 
ing the diameter of the valve passageway. 

One example of a heart valve 11 designed for aortic 
location may have an outer diameter of about 24 milli- 
meters and a central passageway 17 of about 21 millime- 
ters in general diameter. The spherical guides 35 may 
extend about 1 to 1 millimeter outward from the other- 
wise planar surfaces 41 on the opposite lateral sides of 
the leaflet, as best seen in FIGS. 7 and 9. As best seen in 
FIG. 8, the central portion of the curved leaflet 15 may 
have a fairly uniform thickness of about i millimeter. 

In the open position illustrated in FIG. 5, each leaflet 
15 has swung downward to a position where it is sub- 
stantially completely downstream of the annular valve 
body 13. The annular body constitutes the region of 
greatest restriction because, in the mitral position, the 
leaflets 15 will swing into the ventricle cavity and, in 
the aortic position, the leaflets enter an enlarged region 
just downstream of the entrance to the aorta. In the 
open position, the guides 35 have moved to the lower 
rounded ends of the depressions 21, further amplifying 
the displacement of the leaflets below the annular valve 
body. 

During the opening movement of the leaflets 15, 
blood is flowing through the valve 11 in the direction of 
the arrow 19. For a valve in the aortic position, this 
occurs on the pumping stroke of the heart, as a respec- 
tive ventricle contracts. Pivoting movement is halted 
when the rearward facing flat surfaces 43 on the leaflets 
contact the stops 39; however, because the tendency of 
blood flow is such to inherently orient the leaflets in a 
generally vertical position, there is little pressure ex- 
erted against the stops 39, and wear is not a problem. 
Because of their arcuate cross sectional shape and be- 
cause the leaflets 15 have moved outward from the 
center as a result of the angle A of orientation of the 
elongated depressions 21, the main central passageway 
between the leaflets is quite large in size and allows free 
flow of blood therethrough. As earlier mentioned, the 
curvature of the tubular section which constitutes the 
leaflet 15 is preferably that of an ellipse formed by a 
plane which intersects a cylinder at an angle of between 
about 10* and about 20*. as illustrated in FIG. 10, and 
which is referred to as a 10* to 20* ellipse. 

When, at the end of the stroke, the respective ventri- 
cle relaxes to draw more blood into the chamber from 
the atrium, the back pressure within the aorta causes the 
leaflets 15 to quickly swing or pivot to the closed posi- 
tion depicted in FIG. 4. Each leaflet 15 pivots about an 
axis which is defined by the spherical sector guides 35, 
and its construction is such that the drag of blood flow 
along the leaflet surface creates a force which acts 
through a significant moment arm causing a very 
prompt closing response. Because the center of gravity 
of each leaflet is located downstream of the axis when 
the leaflets are in the open position, pivoting occurs 
quickly as soon as backflow of blood begins. In the 
closing movement of the leaflets 15, the guides 35 move 
upward and slightly inward in the depressions 21, while 
the pivoting about the guides is occurring, until the 
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major edge 31 of each leaflet 15 contacts the interior 
side wall 25 of the passageway 17 at the seat 33. 

The more vertical the leaflets are in the open position 
and the longer the depressions 21, the greater will be the 
rotational movement of the leaflets in pivoting to the 
closed position and the greater will be the associated 
regurgitation. Therefore, the depressions 21 are prefera- 
bly no longer than required for adequate washing, and 
the stops 39 are preferably formed to hall pivotal move- 
ment of the leaflets 15 as soon as they reach positions 
where the pressure drop through the valve in the open 
position is satisfactorily low, thereby limiting the 
amount of angular rotation that will take place during 
subsequent closing movement. 

The upper surface of the major edge 31 is preferably 
rounded to a radius less than the radius of curvature of 
the underside of the seat 33 to maintain a line contact 
but still assure a seal occurs at this point. The leaflets 15 
are preferably proportioned so that, when sealing 
contact has been established both along the abutting 
edge surfaces 29 and between the edge surfaces 31 and 
the seats 33, the guides 35 are displaced just slightly 
from the rounded upper ends or the depressions 21, thus 
unloading the interengaging pivot arrangements and 
lessening wear in this region. 

As best seen from FIG. 6. the interior planar wall 
sections 27 of the valve body lie in close proximity to 
flat regions 41 formed on opposite lateral edges of the 
leaflets 15 in surrounding location to the guides 35. This 
proportioning of the leaflets 15 assures that the flat 
surfaces 41 move closely adjacent to the interior planar 
wall sections 27 as the leaflets pivot, and the arrange- 
ment provides adequate sealing in these diametrically 
opposite regions and prevents the leaflets from cocking 
and binding. 

The curved leaflets 15, having the shape of a section 
of a tube of generally elliptical cross section, are each 
machined from a single piece of material, preferably 
polycrystalline graphite. As best seen in FIGS. 1 and 2, 
the outward facing surface 45 of the leaflet 15 is a con- 
vex surface, and the interior surface 47 of each leaflet is 
a concave surface. In the manufacturing process, the 
guides 35 are formed as sectors of a sphere of a desired 
radius, at the appropriate aligned locations at the oppo- 
site lateral sides of each leaflet, and thus define the 
eccentric axis about which the leaflet pivots. The guides 
35 need not be an entire hemisphere but may be a spheri- 
cal sector having a depth equal to about half the radius 
of the sphere. The guides could also be a sector of some 
other, generally spherical, surface of revolution, such as 
a paraboloid, a hyperboloid, or an ellipsoid. However, it 
is easiest to machine a spherical sector, and use of a 
spherical sector is preferred. 

Following the machining of the spherical sector 
guides 35, the machining of the flat regions 41 surround- 
ing the guides on the opposite lateral sides of the leaflets 
15 is completed. Then, the minor planar edge 29 of the 
leaflet and the major semicircular edge 31 are ma- 
chined, the convex surface 45 of each leaflet 15 being 
rounded at its major edge 31 to provide a radius of 
curvature which achieves a line contact with the under- 
side of the stop 33 protruding from the valve body. 
After the entire machining process has been completed, 
the polycrystalline graphite leaflet substrate is coated 
with PYROL1TE pyrolytic carbon to provide an inte- 
gral, strong, wear-resistant, biocompatible surface 
about the entire exterior of the leaflet. 



The elongated depressions 21 wherein the guides 35 
travel have rounded ends which have a radius of curva- 
ture equal to or up to about S percent greater than the 
radius of curvature of the spherical guides, and prefera- 
bly the radius of curvature is between about 1 and about 
3 percent greater. The width of the depressions 21 is 
similarly between about 1 and about 3 percent greater 
than the diameter of the spherical sector. The total 
length of the depressions 21 illustrated in FIGS. 4 and 5 
is equal to about twice the diameter of the spherical 
sector guide, and in general the depressions may have a 
length between about 125 percent and about 225 per- 
cent of the sector diameter. The elongated depressions 
21 assure there is movement of the guides 35 back and 
forth therealong to prevent any stagnant region of 
blood from accumulating that could be the beginning of 
a clot; however, in view of the considerations previ- 
ously mentioned, depression preferably has a length 
between about 125 percent and about 200 percent of the 
sector diameter. 

In the illustrated embodiment, as best seen in FIG. 5, 
the elongated depressions 21 are aligned at an angle A 
of 15* to the vertical plane passing through the center- 
line of the valve passageway which is parallel to the 
eccentric axes of the leaflets. This angle A is preferably 
between 0* and about 45\ and accordingly the elon- 
gated depressions 21 may be aligned either vertical (i.e., 
directly downstream of normal blood flow) or at an 
angle downstream (i.e. laterally outward from the cen- 
terline of the valve body). The effect of the angle A 
being about 15" can be seen by comparing FIGS. 4 and 
5. During opening movement, the leaflets move further 
outward from the center of the passageway 17 as they 
pivot into a generally vertical orientation, thus provid- 
ing a larger central passageway through the valve, as 
depicted in FIG. 2, than if the depressions were either 
vertical, or not elongated. Inasmuch as the major por- 
tion of the blood flows through the central portion of 
the passageway, the outward movement of the leaflets 
15 reduces the resistance to blood flow. 

It can particularly be seen from FIGS. 4 and 5, that 
the valve body 13 has a very low profile, and this is 
considered to be a significant advantage in heart valve 
construction. It not only facilitates machining of the 
valve components, but it facilitates placement of the 
valve in the heart of the recipient. Because the annular 
valve body represents the region of greatest constric- 
tion, reduction of its height is felt to also keep the pres- 
sure drop at a minimum. 

Illustrated in FIGS. 11 and 12 is a heart valve 51 
which includes an annular valve body 53 and a pair of 
valve members or leaflets 55. The leaflets 55 are sub- 
stantially the same as the leaflets 15 described hereinbe- 
fore except for the guides 57, which instead of being 
spherical sectors are spherical segments. A spherical 
segment is that part of a sphere which is formed by two 
parallel planes cutting the sphere, and thus each guide 
57 has a flat circular end surface 59. 

The annular valve body 53 has a pair of generally 
semi-circular seats 61 in opposed locations which are 
substantially the same as the seats 33, and the main 
difference lies in the diametrically opposed planar re- 
gions 63 where the guides are received. The annular 
valve body 53 again defines a generally circular pas- 
sageway which tapers slightly from the upper end in- 
ward to the region of the seat 61. Elongated depressions 
65 which receive the guides 57 are formed in the pair of 
opposed planar regions 63 which extend from a level 
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just above the seat downward through the region of a 
depending standard 67. In the valve body 53, a slanted 
transition surface 69 extends from the upper edge, at the 
diametrically opposed locations, downward to each 
planar section and thus provides a smooth transition for 
the flow of blood past the planar regions 63. 

The elongated depressions 65 are aligned substan- 
tially vertically, i.e., parallel to the centerline through 
the passageway. Thus, when the leaflets 55 pivot back 
and forth between the open and the closed positions, the 
changing axes of rotation do not move radially of the 
passageway, and the only movement of the axis is up- 
stream and downstream. 

A pair of stops 71 are provided which protrude from 
the bottom portion of the flat surfaces 63 and which are 
designed to limit the movement of the leaflets 55 in the 
open position to that illustrated in FIG. 11 in dotted 
outline. In this position, the leaflets 55 are oriented so 
that the axis of the curved major body portion is at an 
angle of about 5* to the vertical, which provides rela- 
tively little resistance to blood flow. As can also be seen 
from the dotted outline in FIG. 11, the leaflet 55 has 
moved downstream and nearly completely out of the 
region of the annular valve body in the open position, 
thus further reducing resistance to the flow of blood 
exhibited by the overall valve 51. 

A small passageway or groove 73 is provided in the 
flat surface 63 above the depressions 65, and the groove 
also extends through the transition surface 69. The pur- 
pose of the groove 73 is to provide a controlled leak 
backward through the valve 51 during the time that the 
leaflets 55 are closed which is feasible because the vol- 
ume of the depressions 65 is substantially larger than the 
volume occupied by the guides 57. The guides 57 will 
be in the upper portions of the elongated depressions 
when the leaflets 55 are in the closed position, as illus- 
trated by the left-hand leaflet in FIG. 11, and the lower 
portion of the depression will be vacant and open to the 
pressure of blood on the underside of the leaflets. From 
FIG. 12, it is seen that blood can flow upward from the 
vacant lower portion of the depressions 65, past the 
circular surface 59 at the ends of the shortened guides 
and thence through the groove 73. This controlled 
back flow leakage through the four depressions 65 is 
quite tolerable in the valve design, inasmuch as an excel- 
lent seal is provided along the generally semi-circular 
edges at the seats 61. This back flow provides a repeti- 
tive flushing of the depressions 65 which constitutes a 
positive deterent to the beginning of any clotting in 
these regions. 

Depicted in FIGS. 13 and 14 is a modified version of 
a heart valve 75 embodying various features of the 
invention which includes a valve body 77 generally 
resembling that shown in FIG. 11 with the exception of 
the depressions. The valve body 77 includes a pair of 
standards 79 which extend from the main ring portion 
of the annular valve body in a downstream direction. A 
pair of diametrically opposed flat sections 81 are pro- 
vided in the valve body 77 which extend downward 
and constitute the inner surfaces of the standards 79. 
Formed in these flat sections 81 are a total of four de- 
pressions 83 each having a concave surface which is 
substantially that of a sector of a sphere. 

Mounted in the valve body are a pair of leaflets 84 
resembling the leaflets 55 as shown in FIGS. 11 and 12 
but having ;i slightly modified pair of guides 85. Each of 
the guides 85 (see FIG. 14) has a surface that is a section 
of a spherical segment, i.e., in addition to being fore- 
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shortened at the tip to provide a circular end surface 87, 
both sides are also cut away to provide a relatively 
elongated protrusion which is defined by a pair of lat- 
eral parallel sides 89. 

To position the valve leaflets 84 in the desired orien- 
tation in the open position, a pair of stops 91 are pro- 
vided, which are essentially the same as the stops 71 
illustrated in FIG. 12. The location and proportioning is 
such that the axes of the curved major body portions of 
the valve leaflets 84 are oriented about 10" to 20* from 
the vertical, as generally depicted in dotted outline in 
FIG. 13. The eccentric axis plus the drag on the sur- 
faces of the curved leaflets 84, which have centers of 
gravity downstream of the pivot axes, provide a quick 
response to the change of blood flow and effects prompt 
closing of the leaflets with little regurgitation of blood. 

As depicted in full lines in FIG. 13, the semi-circular 
edge of the leaflets 84 seals along a line upon the under- 
side of a seat 93 in the annular valve body 77, and the 
planar surfaces 95 of the minor leaflet edge likewise 
abut each other, as in the embodiment described in 
detail with respect to FIGS. 1 through 10. In the closed 
position, the elongated guides 85 are positioned trans- 
verse to the center! ine through the passageway. As 
earlier indicated, there will be some clearance between 
the flat sections 81 of the annular valve body and the 
planar lateral sides 97 at one end of each of the leaflets. 
There will also be clearance at the edges of the leaflets 
where the guides 85 protrude which allow blood to 
enter the depressions 83. Thus, a spurt of blood flows 
past the flat surfaces 87 and out the grooves 99 during 
each interval when the leaflets are closed and the back 
pressure builds up. This repetitive flow of blood 
cleanses the depressions 83 and prevents the beginning 
of clotting. 

Although it is preferred to provide the depressions 83 
in the flat internal walls 81 of the valve body 77 and to 
form the protruding guides 85 upon the lateral surfaces 
95 of the leaflets, these parts could be reversed so that 
the depressions are cut in the lateral surfaces 97 of the 
leaflets and the protruding guides formed at appropriate 
locations on the opposed flat sections 81 of the valve 
body without departing from the invention. Similar 
reversal of parts could be effected with regard to the 
other embodiments described herein, including those 
which are hereinafter described. 

Depicted in FIGS. 15 and 16 is still another modifica- 
tion of a heart valve prosthesis 101 which includes an 
annular valve ring 103, generally resembling the ring 
53, wherein flat opposed sections 105 are provided 
which likewise extend downward and form the interior 
surfaces of the standards 107. Formed in each of these 
flat surfaces is a pair of depressions 109 which are gen- 
erally pie-shaped, i.e., having the outline of a sector of a 
circle, with the apex located nearest the centerline of 
the passageway. An upper edge 111 of each of the de- 
pressions is oriented substantially perpendicular to the 
centerline, and the other straight edge 113 of the depres- 
sion 109 serves as the stop in the open position. The 
lower edges 113 can be slightly longer than the upper ■ 
edges 111 to provide for some movement within the 
depression in addition to the pivoting movement, and 
the circular edge 115 of the depressions 109 provides a 
guide surface for the movement as the leaflets 117 pivot 
from the closed to the open position. 4 

Guides 119 protrude from the planar lateral surfaces 
121 of the leaflets 117 and are elongated and have a 
length just slightly less than the length of the upper 
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edges 111 of the depression, and the edges of the guides 
119 are of course rounded. As seen in FIG. 16, the end 
surfaces of the guides 119 may be flat surfaces 123 
which correspond to fiat surfaces which form the walls 
of the pie-shaped depressions 109. The proportioning of 
the leaflet guides 119 is preferably such that the thrust 
bearing surface, during pivoting movement, is one of 
the flat end surfaces 121 of the leaflets against the flat 
sections 105. Accordingly, there is preferably a slight 
clearance between the end faces 123 and the flat interior 
wall 109 of the depressions 109. This clearance assures 
that, in the closed position, there is a slight backflow of 
blood through the depressions 109 and upward around 
and past the guides 119 so as to provide sufficient 
cleansing flow to avoid clotting. Alternatively, the 
guides 119 could be lengthened so as to bear against the 
flat surfaces 109 of the depressions. In pivoting from the 
open to the closed positions, the rounded ends of the 
guides 119 pivot at each apex of the depression until the 
planar edge surfaces 124 or the leaflets abut, when slight 
displacement occurs to remove force upon the guides 
119. 

Depicted in FIG. 17 is a slight modification of the 
valve shown in FIGS. 15 and 16. In the FIG. 17 em- 
bodiment, leaflets 117' are provided with elongated 
guides 125 which, instead of having a flat end surface, 
are generally segments of a circular disc, i.e., the end 
surface 127 is straight in its minor dimension and circu- 
lar in its major dimension. The depressions 109' are of 
. course formed with a complementary concave interior 
surface, which might have about a 1 percent greater 
radius of curvature to assure movement without bind- 
ing. The rounded surfaces 109' and 127 serve to direct 
the pivotal movement, whereas the flat surfaces 105, 
121 serve as the bearing surfaces. In this embodiment, 
the upper and lower edges of the depressions 109' are 
preferably the same length, to facilitate the ease in ma- 
chining, and thus only pivotal movement occurs. 

Depicted in FIGS. 18 and 19 is still another modified 
version of a heart valve 131 which resembles the FIG. 
17 version just discussed; however, instead of having 
depressions which have a pie-shaped outline, the valve 
body 133 is formed with a pair or depressions 135 which 
have the outline or a pair or intersecting circular seg- 
ments—an outline generally resembling that of a butter- 
fly. The leaflets 137 are provided with guides 139 hav- 
ing an edge which is preferably circular, and thus the 
guides 139 can be essentially the same as the guides 125 
depicted in FIG. 17 or the edge surfaces can be spheri- 
cal sections. 

The butterfly outline of the depressions 135 provides 
a pair of fiat surfaces 141 which engage opposite flat 
surfaces of the guides 139 to position the leaflets in the 
desired orientation in the open position. Clearance can 
be provided between the ends of the guides .139 and the 
curved edges of the depressions 135 so as to permit a 
controlled leakage flow of blood therepast when the 
leaflets are closed and thus provide a positive deterrent 
to the formation of clotting therein. Instead or forming 
the guides 139 with the preferred circular edge, they 
could also be provided with a flat edge similar to that 
illustrated in FIG. 16. in which instance the butterfly 
depressions would have a flat interior wall. 

All the illustrated designs use an annular seat which is 
preferably oriented with respect to the pivoting leaflets 
so thai, at closure when pressure and force against the 
leaflets ure at the maximum, the leaflet curved edges are 
in line contact upon the seat and the planar edges abut 
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each other so that there is little force on the pivot 
guides. Because most wear occurs just at closure, wear 
is distributed along the seat and is not focused on the 
pivot guides. 

Although the invention has been described with re- 
gard to a number of preferred embodiments which con- 
stitute the best modes presently known to the inventor, 
it should be understood that changes and modifications 
as would be obvious to one having the ordinary skill in 
this art may be made without departing from the scope 
of the invention which is defined solely by the ap- 
pended claims. For example, although all of the leaflets 
have been described as having the preferred curved 
configuration, it should be understood that some of the 
advantages of the invention would still be obtained if 
flat leaflets were employed and that the use of such flat 
leaflets might be employed in the particular embodi- 
ments illustrated in FIGS. 11, IS and 18 with only minor 
accompanying changes in construction. Of course, the 
use of flat leaflets does not provide the preferred wide 
flow path through the central portion of the passage- 
ways between the leaflets in the open position. 

Particular features of the invention are emphasized in 
the claims that follow. 

What is claimed is: 

1. A heart valve prosthesis comprising an annular 
valve body having a central passageway therethrough 
designed to be mounted to permit the flow of blood 
therethrough in a predetermined downstream direction, 
and 

a pair of leaflets which are supported for substantially 
pivotal movement on eccentric axes between a 
closed position blocking blood flow through said 
central passageway and an open position allowing 
blood flow therethrough in said predetermined 
downstream direction, 

said annular valve body including a pair of substan- 
tially diametrically opposed standards extending 
from a main portion of said body in said predeter- 
mined downstream direction, 

said leaflets and said valve body including projecting 
guides and complementary depressions which re- 
ceive said guides, 

said depressions and said projecting guides mounting 
said leaflets in a manner to allow pivotal movement 
relative to said annular valve body, 

either said depressions or said guides being located at 
least partially in said standards so that, in the open 
position, said leaflets are substantially displaced 
from the spatial region of said main portion of said 
annular valve body in a direction downstream of 
the flow of blood therethrough. 

2. A heart valve in accordance with claim 1 wherein 
said guides each have a surface which is a portion of a 
spheroidal surface and wherein said depressions are 
formed with a surface of substantially mating curvature. 

3. A heart valve in accordance with claim 2 wherein 
said projecting guides are carried by said leaflets and 
wherein two pairs of said depressions are located in said 
valve body at least partially in said standards. 

4. A heart valve in accordance with claim 3 wherein 
each of said guides have a surface which is generally 
that of a spherical sector and wherein said depressions 
are elongated and extend downstream for a distance of 
at least about 12S percent of the diameter of said spheri- 
cal sector and at an angle of between 0* and about 45* 
outward from a line parallel to the centerline of said 
central passageway. 
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5. A heart valve in accordance with claim 4 wherein 
said depressions extend in a subtanlially straight line. 

6. A heart valve in accordance with claim 1 wherein 
said leaflets are formed with a pair of substantially pla- 
nar, substantially parallel lateral surfaces from which 
said guides protrude. 

7. A heart valve in accordance with claim 6 wherein 
said guides are defined partially by a pair of substan- 
tially parallel side surfaces which are substantially per- 
pendicular to said leaflet lateral surfaces. 

8. A heart valve in accordance with claim 1 wherein 
said guides each include an end surface of generally 
spherical curvature. 

9. A heart valve in accordance with claim 7 wherein 
said guides each include a flat end surface having 
rounded edges. 

10. A heart valve in accordance with either claim 8 or 
9 wherein said depressions each have a surface outline 
of the general shape of a pie-shaped circular sector with 
the apex of said sector located nearest the centerline of 
said central passageway. 

11. A heart valve in accordance with claim 1 wherein 
said depressions are substantially larger in volume than 
the volume of said guides and wherein there is commu- 
nication between said depressions and the bloodstream 
both downstream and upstream of said leaflets so that a 
controlled backflow of blood through said depressions 
occurs during the time said leaflets are in the closed 
position. 

12. A heart valve in accordance with claim 11 
wherein Said depressions are formed in a pair of op- 
posed flat interior surfaces of said annular valve body 
and wherein a groove is provided in said flat surfaces 
between each of said depressions and the central valve 
body passageway upstream of said leaflets. 

13. A heart valve in accordance with claim 1 wherein 
each of said leaflets has a downstream edge which is 
substantially semicircular and wherein said valve body 
is formed with annular seat means having a down- 
stream-facing surface against which said leaflet down- 
stream edges abut in closed position. 

14. A heart valve prosthesis comprising an annular 
valve body having a central passageway therethrough 
which is designed to be mounted to permit the flow of 
blood therethrough in a predetermined downstream 
direction, and 

a pair of leaflets which are supported by pairs of 
guides in opposed elongated depressions upon said 
annular valve body for substantially pivotal move- 
ment on eccentric axes between a closed position 
blocking blood flow through said central passage- 
way and an open position allowing blood flow 
therethrough in said predetermined downstream 
direction, the locations of said eccentric axes shift- 
ing relative to said valve body in a downstream 
direction as said leaflets pivot to the open position, 

said leaflets each including a major body portion 
which is a section of a lube having a curved side- 
wall and being mounted with their concave sur- 
faces facing each other in the open position and 
facing downstream in the closed position, said axes 
being located substantially upstream of the center 
of gravity of said leaflets when said leaflets are in 
thi- open posiiion, and 

said valve body being formed with stop means exte- 
rior of said depressions which is positioned down- 
stream of said location of said eccentric axes in said 
closed position. 
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15. A heart valve prosthesis comprising an annular 
valve body having a central passageway therethrough 
which is designed to be mounted to permit the flow of 
blood therethrough in a predetermined downstream 
direction, and 

a pair of leaflets which are supported by pairs of 
elongated guides in opposed elongated depressions 
upon said annular valve body for a substantially 
pivotal movement on eccentric axes between a 
closed position blocking blood, flow through said 
central passageway and an open position allowing 
blood flow therethrough in said predetermined 
downstream direction, the locations of said eccen- 
tric axes shifting relative to said valve body in a 
downstream direction as said leaflets pivot to the 
open position, 
said leaflets each including a major body portion 
which is a section of a tube having a curved side- 
wall and being mounted with their concave sur- 
faces facing each other in the open position and 
facing downstream in the closed position, said axes 
being located substantially upstream of the center 
of gravity of said leaflets when said leaflets are in 
the open position, and 
said depressions each having a straight edge along 
which said guide lies in the closed position, a 
straight edge along which said guide lies in the 
open position and an arcuate edge along which a 
downstream end of said guide travels as said leaf- 
lets pivot from the closed to the open position, said 
arcuate edge being located farther from a plane 
through the centerline of the passageway than said 
pivot axes. 
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16. A heart valve prosthesis comprising an annular 
valve body having a central passageway therethrough 
of substantially circular cross section which valve body 
is designed to be mounted to permit the now of blood 
therethrough in a predetermined downstream direction, 
said valve body having seat means formed by a surface 
facing generally downstream, and 

a pair of leaflets which are supported upon said annu- 
lar valve body for substantially pivotal movement 
on parallel eccentric axes between a closed position 
blocking blood flow through said central passage- 
way and an open position allowing blood flow 
therethrough in said predetermined downstream 
direction, 

said leaflets each including a major body portion 
which is a section of a tube having an elliptical 
cross section and said leaflets being mounted with 
their concave surfaces facing each other, the cur- 
vature of said elliptical tubular section being 
chosen and said axes being located such that the 
downstream edge of each of said leaflets is substan- 
tially semi-circular, said downstream edge having a 
radius of curvature less than that of said seat means 
surface, whereby the curved edge of the leaflet in 
the closed position forms line contact with said seat 
surface and provides a close seal therewith. 
' 17. A heart valve in accordance with claim 16 
wherein said leaflets and said valve body include pro- 
jecting guides and depressions which pivotally receive 
said guides. 

18. A heart valve in accordance with claim 17 
wherein said elliptical cross section is that of a 10* to 20* 
ellipse. 
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r 



UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 

PATENT NO. : 4,328,592 
DATED May 11, 1982 

INVENTOR(S) : Jerome J. Klawitter 

It is certified that error appears in the above — identified patent and that said Letters Patent 
is hereby corrected as shown below: 

First page, Item 63, change "abandoned" to 

U. S. Patent No. 4,308,624, issued January 5, 1982. 



Column 11, line 62, "have" should read — has — . 




1* A heart valve prosthesis comprising an annular 
v-alve body having a central passageway therethrough 
designed to be mounted to permit the flow of blood 
:herethrough in a predetermined downstream direction, 
and 

a pair of leaflets which are supported for substantially 
pivotal movement on eccentric axes between a 
closed position blocking blood flow through said 
central passageway and an open position allowing 
blood flow therethrough in said predetermined 
downstream direction, 



said annular valve body including a pair of substan- 
tially diametrically opposed standards extending 
from a main portion of said body in said predeter- 
mined downstream direction, 
said leaflets and said valve body including projecting 
guides and complementary depressions which re- 
ceive said guides, 
said depressions and said projecting guides mounting 
said leaflets in a manner to allow pivotal movement 
relative to said annular valve body, 
either said depressions or said guides being located at 
least partially in said standards so that, in the open 
position, said leaflets are substantially displaced 
from the spatial region of said main portion of said 
annular valve body in a direction downstream of 
the flow of blood therethrough. 




2. A heart valve in accordance with claim 1 wherein | 
said guides each have a surface which is a portion of a 
spheroidal surface and wherein said depressions are j 
formed with a surface of substantially mating curvature. » 



3. A heart vaWe,—^ 
valve body a" least partially in sa,d standards, J 




4 A heart valve in accordance with claim 3 wherein 
each of said guides have a surface which is generally 
that of a spherical sector and wherein said depressions 
are elongated and extend downstream for a distance of 
at least about 125 percent of the diameter of said spheri- 
cal sector and at an angle of between 0 and about 45 
outward from a line parallel to the centerhne of .said 
central passageway. . 



Exhibit D 



6. A heart valve in accordance with claim 1 wherein 
>aid leaflets are formed with a pair of substantially pla- 
nar, substantially parallel lateral surfaces from which 
said guides protrude. 




11 A heart valve in accordance with claim 1 wherein 
aid depressions are substantially larger in volume than 
he volume of said guides and wherein there is commu- 
tation between said depressions and the bloodstream 
oth downstream and upstream of said leaflets so that a 
ontrolled backflow of blood through said depressions 
occurs during the time said leaflets are in the closed 
Dosition. 





14. A heart valve prosthesis comprising an annular ( 
/alve body having a central passageway therethrough 
A'hich is designed to be mounted to permit the flow of J x 
jlood therethrough in a predetermined downstream i 
Jirection, and 

a pair of leaflets which are supported by pairs of. 
guides in opposed elongated depressions upon said' 
annular valve body for substantially pivotal move-' 
ment on eccentric axes between a closed positioni 
blocking blood flow through said central passage-l 
way and an open position allowing blood flowj^ 
therethrough in said predetermined downstream ( x 
direction, the locations of said eccentric axes shift-1 
ing relative to said valve body in a downstream' 
direction as said leaflets pivot to the open position,' 
said leaflets each including a major body portion 
which is a section of a tube having a curved side- J 
wall and being mounted with their concave sur- | 
faces facing each other in the open position and |^«- 
facing downstream in the closed position, said axes | 
being located substantially upstream of the center | ! 
of gravity of said leaflets when said leaflets are in fV 
the open position, and 
said valve body being formed with stop means exte-i 

down- r— . 



rior of said depressions which is positioned d 
stream of said location of said eccentric axes in said 
closed position. 



16. A heart valve prosthesis comprising an annular 
valve body having a central passageway therethrough 
of substantially circular cross section which valve body 
is designed to be mounted to permit the flow of blood 
therethrough in a predetermined downstream direction, 
said valve body having seat means formed by a surface 
facing generally downstream, and 

a pair of leaflets which are supported upon said annu- 
lar valve body for substantially pivotal movement 
on parallel eccentric axes between a closed position 
blocking blood flow through said central passage- 
way and an .open position allowing blood flow 
therethrough in said predetermined downstream 
direction, 

said leaflets each including a major body portion 
which is a section of a tube having an elliptical 
cross section and said leaflets being mounted with 
their concave surfaces facing each other, the cur- 
vature of said elliptical tubular section being 
chosen and said axes being located such that the 
downstream edge of each of said leaflets is substan- 
tially semi-circular, said downstream edge having a 
radius of curvature less than that of said seat means 
surface, whereby the curved edge of the leaflet in 
the closed position forms line contact with said seat 
surface and provides a close seal therewith. 

17. A heart valve in accordance with claim 16 
wherein said leaflets and said valve body include pro- 
jecting guides and depressions which pivotally receive 
said guides. 

18. A heart valve in accordance with claim 17 Ij 
wherein said elliptical cross section is that of a 10° to 20° | 
ellipse. 




